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( MIH 4 UI 1 %|«t|i] ) i . 

nffarft, 13 srapt, 2006 

w.grtA 634 sfo urm nmft ten, 1945 nrite ^ fte; 

^ten tenf te WmR) sto *Rm nrnft aRfaten, 1940 (1940 nn 

23) TO 12 sfc TO 33 IRI 3^rT Vffad^T ^ ^ U<rH54>R *fr£ 3 

WT?f ^ ^ ^TFcft t, ^cRT tilRIsjf sftsjT^nR ^ *lfainf fafa ‘ 3 TT^ 

■smite Bft <ft ^teim f, ten ^rar i sffc ns ^ht ft tet # fa wn 

to teft nr, ira nrcfa tete nt im* ftt, terif nw i fflwpnT rente nft tet ntef 
*H<TT ftt ^T? ft tet f, falte fftl ftt Tfafa ft " 4 ?^ fte? fam ^m?TT; 

ante m >pr nfaftrt ft, ftte, sfa nteit d?<sjiui teem, nra 
tefa nnn, nf teft -noon n>r ; 


^ teft sn&ft nr^jgnft nr, sfr ot? tete *ft n^ <nte nft ft ^ 
v 3 ^tr m tent eft fiM teft tzrte, ft vim ftft ftter to 5 rt ter? ten 
^mpn l 

ffT^F ten 

i. (i) tent cm ftte nrn artofa afa smran ntet (.teite) ten, 2006 

t l 

(2) ft wnr ^ otte Mchi^m tft i^rt te t 

3254 G 1/2006 . - ( 1 ) 
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[Part II—Sbc. 3(i>; 


2. sitafo ajk 37333 ^nfr Pm, ms A (frrc* frt 3 ?^ 333 Rm 3 >bt to $),- 

(i) Rt33 74 3> 733 (^F) '3Ijqxft 3' ^ qro?[, RhIcHRScI 3TcT:WrRm ftfan vj3331 

3WfcJ:- 

"3ft7 3^jefr 3-1 3 tT 3 33t3?TTeTT WBN"; 

(ii) Rpr 78 <#, 733 (er) 3' sraf ^ q?3iq, PinfcHRyd 3ra:7*yiftd ftrqrr ^prr, 

3T2^:- 

"3#7 3FJ7£ft 3-1 A 3Ttef5TcT 3rT3 JRtWcTT TZRBTT"; 

(iii) Pm 150 3 3>, 733 (3>) 3 I^TR 150 T TTT^t ^ 393T7T ftnfolRsId 3RT:7e3frd f%3T 
3TT33T, 3F8^:- 

"3#3 3PJ7£fr 3-1" | 

3. 333 f^R *f, a^TJrft 3 <# 3Y3T3 PlMfefRsId OTJTJTft 3RT:7=eiTftcr 3*t ^nff, 33>lkj:- 


"arg^l b-i 

(Rrr 74, 78 3^7 150 3 

BrR cZjg^R afo qRw cT*TT 

53W<1 ^ SP^rTH? 

i. a r^ g m? - 

(3>) W^V^IIcll 3T 7T333 RjT 7T33 3B 313 Bt, 33> t>73 TTclT 33 Bt3T 3FTTOT3> t, ufr ^33 3>7^ 3* 
tcH? fcFte 3k 37 3T^PfTd Bt 3fl7 fuf3 ^Hr3> 7n3 3 3B7T3T vjTT 7T^3T I 

(73) 3B yPlRdd 3?73T 3333 3?T f^3kt t Pf> VRfl^llcH! 3TC^ 3^533 3T3T3R, Hl*7|3>7«! 3ffc 
^7$ TPft 33^fW 33^333 B7T 3J337 wtf % *333 33t33R3 ^33BTT 3>t 3T^S33 Tjft Bt 
333 I 

(3) 33t33TeTT TOR TPft c33^Mt chl^dlMf 3^T 3cFT^ 3> fe3? 33? 3t T 33TPlT I 3 cZrf^rT TTsRT, 
f^FTt 333Mt TOTcf> 3>BT WRT 3ft7 3731^^3 =J33c3 TOTcft 3?t 73^ 357^ ^ fc3* 3^ 
fcRtW 77^3T Rrkf ^3373 TO3F 3>BT 33331 3fk $ tM 3333 35f ftqt£ 3>^t I 




jm u— TO3ffl] w wre ; &mm r 3 

(et) yraw jww Hft'widi ftt a3TO tor q«rcft ft ai^MicW ft for? TOftftt fta3n-qftwr 

ft ftfTJ TOJ^jjft qftqTTTRT TOft ft ft 55 ! ftft TOER £RT ft^ft ftftW *JT ftft^ftf ffRT 

*■ »v‘ A 

tor ^t uiiq m | 

2. mR'H'C 

(^) (i) #t»I ftt fts»ii$Rn, toot ftqfa sfR arjm tor fft^T aTOFTT ft? 

MNWRcH ftt ftqft ft 3lf?tft^T ftR #7 tjj£, 3Tlft jftST q 3R TO>; 

(ii) 3RR ftt TO# (ftqft, q>ft 3fR *?tf) fftRfr ftift 3fR TO7 ft^cT ft vRftt 

#7 ftTOjg^ ^ 3 3TRTTft aft; 

(iii) 3 u<i*to qftspft ftf TOft ft far? wq q tot-toh ft ftn? ft qft qfcs? TOft, ft^t 
sfR ^Rr M ^gftroff ft foR ft wysr jtoth ft; 

(iv) TO ftt 3H4H14H TOTeft 3 SJoT-ftftT fftTO vTOFTT I 

(^) W^VlSIMlft 3 TOfcf TORT $fR TO i^NIW’l ftt TOfR ftft 3fR qfc aiRVTO 

ft ftw ftftsiftto ftt ft ouron ftt vsnxpft, cnfft ciimmh sfR BftfSro ot^ctt ftt qqft w 
vjtt to>, ftRf^f 3fr^r q?r qftem qr q^Rq am qftwcTT qqroft q qwTft ft qq4 ftt 
*JTO *R RfcT^oT IHP q qft I 

(q) ^Tferat ftt cZjcRSLJT TO TOR ftft ft? aRRt RI-Rgiq ft ^gftETT ft TOT JTftqWFT ft 
aqoT —tor q ft qrq | 

(r) ftftt ftt qroft to# ftft TOfft ft qqft v?rnpfr ft spft arot xjroft ft* ftRtro- 
ftft ft tot aqft to wr ^ Rr^fr q ffcz ^ftcr ^fn 

(^) (i) qqRRTTcTT ^ m(i<Hv i Rq^ui ^ q?T aftwaft ^ stjttr q^R ^ q Pmen 

q>t OUTOIT iMt; 

(ii) ^7 <t>i*i ^ '3qqR u lt q?t 6<i^/'dHq>l Rq'dH q?7^ ^ feR 3TcFT JTOEJPT ft>*ll vjfR; 

(iii) tort q^fRiwr qvtRT, tott (oth ofR tocR) Rto, 

1996 cfc ^ 3T^TO TC qR ft^TT yfTW I 

(w) ^JcT 'HM—'RHH ftftqtcTTSTt f^iH>lR«i) ^ 37^7TR ^FTOT^ff 37£|qT ^T6cf ci<?> , f|cpl TRTRTWRTSff 
^ ^cR WJ dlMHH 3T^m ft?^T vTFPTT I WfftcT RR ^r^Rt 7STT ^ fcR, ftvjRfT ^ 
ftrf^RT 3fR TOTftnff ^ TOT qWvjf ^ftoTT^TTt cTTRTT TORTTI 

(H) qqRRTTeTT q?T qft^R, 3jftft*FT, 1948 (1948 q?T 63) ^ ^ mft $ 3FJOT bRtt I 

(?3T) TJTOcTT RrTO ftTOT q?T ^5T TRTRlft^, TORW, ^CT^aT^TR 3fR sffosrft^TH qffcRT ^ 
qroit ^r ftnn utt ^rt i 

(^) HqVfVlldl ^ ^ftTTT WRR TOT3# ^ TOT q#<T q?T TORTT aft TO[ft aft yiqtl l ftw»T 
ft'HMi gWi ftq qq sfr? ^RftjRt qpr^t q>t 77si^ ft ftrq ajTT^T ^RfTSRT ftRTT ajnqqr i 
qrro tor? ft 3T^5RT/^roq tg qftwcrr ^rt tor? qfRncR qfftro (q^fttft) ^ttr ft? 
aropfn 
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(or) vsfttrr^f^T tot4 # 15-20 TOg mRcM^i tot to^ Mro ^ro to 

3RRto f^qT TO1W % 3T^fr ^g' W I-TO ^ 3TgTOR M iq,000 M 'TO TOR? 
to?R tot g Pi l M r ?T to£ 1 MtorgfMn $R # Mt toM <# M* M -z^\ ^ totto Mn 
W-Mto cTTOT To nft Mt RTO7TOT cj?t TOTM | Mldigf^H # «HT <Rc|Ml <# ^ 

TOWT 2.00 Mr #TO Mr TOT SRTRTO TO3 TOcR #RT MR TOT# 25°±5° MM TOT nTTOTR 
W# ^3T WRT I 

(z) MM Mr 3fMM sfa # w # rjtor w m Mr MR m MMMn tot tojtot Mn 

WRTT (sA<i | ^u | c# fcR TfZR-cff^) | MMg TOT 3-5 ntfoM ^ MM Mf Mt I «M-MT 
3Wrif MP# 3# t^TOR n# TOTRft, MM TOT TOTW, MR M 3TTTORTO #T cfT TO# 

vjfltmjgpRT TOT# feR vWNIcHTO toM# n# vsmpfr I 

( 0 ) : - 

(TO) ^ ^ ^ MM W# 1 ? TOT 3Tg#TcR rr Mt I 

(^). to# w to to^r Mm totw *ro## to to ngMr n# groro rM 

M crow ft CTTOT RR© TOlRM MR M TOlftsfR TO #t WTOH Mt I 
(ro) JTc^ fcm^ Mte totM i Mr toI ^ ^ #, Mtt ten 
(SiMiftRT) Mr TOTW MR TORN TO McT MM TOSTT TOTW I 
(ro) 3TcR-3RR TO <# n^Mt TO*T 3TeR ^ TOT TOW MR TOR# McT TOPTH gPlRdcT M 
TOTRftl 

(^) *RjMr ^ TOTOR cr #7WR, TO-TOFT, WT# TOT TTO^rTT #> fcR TJTO TOW mRtIIcH 
MrT #TOR 3# TOM, MM ngMf ^ MMt- M TO 3TR? WjT-WTH M TOM 

to TOgror to4tot to srg^fr ^ti 

(^r) ^3fr M Mt to^ toto tof?T ^r Mr MM M ^roiroft tot 4 ^ gro Mro tott toM, 
toMR tow zm M to? Pif^te Man M gn - Mro i 

(15) ^ TO-^Wr (dlMHR 3fr? 3TMm) MfT, fWf McT TOT ^ M 

totott M 3fR PinRici toMMt nft toM n TOnte tot ^ MM Mto 
tow I 

(TO) TOprt M RiMohi tor, torr M torr ^ fM n^-RrMrW M MrrocfR Mrn M 
toMti 

3. TOTWto— 

(to) MWtoto ^ <j> 4 toR<j<* tor^^ 4 ) MMM?r ttRtotMMtoMM^ fM to 
TOTO TOTfror 3rg*R Mt I 

(tot) to^to nntwTcTT ^f wJtot ^tRrro toto Mr MroRf^ Mr toT grororr 

Mhto toto RrnfM Mr nfrarrot M? MMrot M Mr ^ error tor-tot? M MranM M? 
MMMr argroror tot gWron toM 4 totot M i 

(n) Mwro ^ Rrgror fM tot toMtM ^ toto M totoMM Mrr M Mt M Mr 

tototoh—TO rroft srMrnn totot toto£ ?t?ct. toM Rrrort ^ tojtor Mrte t MR toM toto 
MRtotorto error fMrro MrtM tot Mr 3?gnn Mt i toM toto nM w ^ MM ^ 
fM?n ^ to# rorfMf tot RRi^ rorWr, gfMn cttot rofMM: M totM i 






w^TTnm: 5 

(q) PR 3TT^ cE * fa T ft<j< ^facT qq4 HRTOT Rdl^qT) ffcrfW afR ^ qqqf 

q*& vJmpft, ^HdH ft'^foiRyd ^FTT 

(i) 

(ii) qq q> for? qV^cTT afR 3Tgqq qft ^JJTqq 3T^5TT 3TOqT Mq qftreM; 

(iii) q? qq ftRTcfrl q? qfcTftl&cq qRcTT $; 

(iv) cJ|RM; afR 

(v) srt a^qicfq ft?q ssn^ qT^ qrfoq 1 

{^) yiftWeTT qq qgsq vm czrrq^nte; qV^cii qTcrr cqf^r fHt xnfeq qm artqf£r 
afR qzrtwcfT qqqq qq sro arjqq ?t afR q? PMqfafeici q> fcr<? vjriqqFft ftqr.- 

(j) ^Iclrll f^qqt q> 3R^TR J J, u Nt1T qRTcft qq T^-^STiq ^#q?T qRqT; 

(ii) qTWrTT q^TTofr 3 qnf^rcT foq qq apjqrc qaq faRrom qiRrqRqf q?r artsnaff ^ ajgqR 
q^cTT^qfr qq Rfqqq qq q^q—x<giq 1 $qrt <i*iw a^oqqfW ariq^t, qqqi^tqRR qtq^fr 
qqRfa qq^q, qfcte qftm qi^, anft qnRrcr t ; 

(iii) ^Mxii qqTcft qft cKstT-qflgfT qq qfcCT aftq anqVvH qgq v^qwcHch bwi, qfe q^tj 

anqq qRqT afR arjq^ff qqfart* 

(iv) qqqffqft Riqqqcff qq a^qq ; 

(v) qfNt qqqjjfftq> ^qqqqq^qfrqqn^rftRft Wqiqq> qqfai^q>tRreqRqtgartcm 
qrfter eRT; aftq 

(vi) f^qft qrfSnjqr q?t Rrqqpft 3 qt^Rrqq qnqqr^, qnqqRrq qlqT^g, anft qnft 
qiq^qqr qqiqq> qq fcN<rci qqrqT q^r qjqRtq> qrq ^ qqqqi 1 

4. vnrq^qT: 

(q>) H^tq^Mdi q^r qr^ qqqq q> vwqqRf q* qrf^qq foqT qqqqT, qfr qqVmidi q> *?lcR ftf*FT 
qqfal^fl q^T qR^ q> feTq anq?qq> ?t| 

(W) f^Wcqqj qqqRRff q>T ^cR-qftcT qTcfTqqq ^ q^T ^TTW aftq ^fq anq^qq? ?t ( cTiqqFT 
3f[q an^rr q?r qqnq qqr^ q^fr qnqrft qaq ?qq>t anqte qiq qR f^qqi f^qT qnqqn 

(q) vdMqRui ^tt qq^j q^t ari^rqT4 1 1 ^qqRR qsq anqr-qRT q>t qrq? qqq> q q<ro 
q^t unq^fri 

(r) ^ amtqR wfRqt ^q Prqftq arqqicff qq arqmlqq feqT qnqqT aftq ^ arqqflqq / a 

qq arf^r^q qM vmqqT 1 ^qqRqf ^ mR^mr aftq argq«rq #g qrrqj qRqicH qf^qiarf ^ q^ 

^ fcrRqq ! 
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(^) v3FTTOT 

wm totot 33 ^st vsmrrrr aft? fft^fafacr *nftcf 

(i) TOT3R/3?ft3/TO3TO 33 TOT; 

(ii) ftftnfdl 33 TFT, ftfTO TTTOT TOT 3TOT3 33 TOR; 

(iil) 3>3 TP53T; 

(lv) 3? fcRT 3? TOTOft H^VlSIMf ft 3T3T fft*3T TOT 

(V) 3ftTOT3T3TOR 

(vi) Ml'cl 3Rft TFRT 33TT (TOTfR°T ^ feH? TOT, TTOt 7 ! fft>3T TOT, cft<?> fft>3T TOT); . 

(vii) ftPlHfdT 3* TRTTcB fft4?fi cf?T flfft; 

(viii) 3RIT3FT c|?r 3R3R3T; 

(ix) TFT 3ft «IK«IRdl; 

(X) cTOT-^3 

(Xi) TOTOTf 3* 3RTOT afa Rerfft 3ft ftfftteft3 $> fcF? TOTOPft 

(xii) TOTTO R33i; 

(xiii) TTTf^r TOTtro>rbft/3nq^f cjft ^ft ; 

(xiv) ftt erfct, anro t^tot, toto aft? 3rtot 33 

(xv) arfclRcm ^vnT aifa ^rtteft, 3fft 3>ls[ 3ft ^411 

(3) fftf^TO TOWRt 3> fen? TOT arfftRcW 3 3T3T 3Rft, TTOft Hl^kR'l ftg TO TFTfcT 

tfuFRR RIT uHTOTI 

(I?) 3^/TOTOft/TO3R*fi 3> fftft3T?TO R£-R3T3 ftg TOtTOTcTT £RT TO 3TTO MR3ITO 

TTffTOT ft3R 3ft vjfTtpfr I 

(vif) T3TR 3Rft ft 3?ft TOTOft, vftft f% Sjftd, fftftd TOR3ft, ftc ftf3ftt, 

SFTWtcRf, 3TTfft 3ft amicus 3J^cTT ^ feF? vji|ti 3ft ^TTTpft I 

(?0 3TTO 3R3TTO TTffTOTaft 3> *>q ft 3T^5RT TRTTcft arfft3l4 WT ft ft^R 3ft 3mpfT aft? aRROT 
^ftfftzR 3T Ww £RT arfftc||4rl: fftnfftcT ft3T 3ft 3mpft | 

(3f) ftftSRTO mRu|T 3 4ft 3Tft 3T 3^33 TOTH, TO3TOft 3T cT3 cT3> arfft3RfcT: T8RT3 ft 33 ftTO 
TOT ftTT 3Tfft?, 3T3 TO TO3ft TOTO 3ftf 3R 4t TOft | 

(^) fftuTcft, ftfl, 3Tftr, 3T3 afR 3lf4cT ftTf vftftt ft3T3# ^ TOTOft 33 a^QTR 33ft ftt*TOT3T3T 
?3frfftTR 3T8T3T TOftlflTTO 3M TFTTcTT 3TTTO; 

(3) 3J|<ft3ft3 (3T3 W ftftt) 3ft ^5TT, 3TO3RR 3f4>3iaff %g fftf4^ 3lft3TT3jt 3ft ^T 

3TOT arfft3Tft t 3?R 33tTOTcTT 3M fft3J 33ft 3Tft 3F33TO ^ Rc^i %3T 3TTTOTI 

(^) 

xacl^TO afk 3T3 3Tft 334 3^3 3>Mc|)4 ft %TJ uTTTfft | 3^3 m<$\4 3ft fft3>Kft TRITcft 

3ft 3R-3R 3F ^fftf^RT 3Rft ^ fcR TO3 3ft TO^ft fft? 3? ftW-TO? 11 
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5. aft? 

(4?). T^fRRt 3ft? Hfcfanfaft 44 3ft??T4ToR «ftfll45-?mwft<l> 4ft, 3ft? 

THf^ ft fftflcT 4ft «1H ft ?Bfft §? j^4T vmpTTI 

(^) H^Vi^iiell ft ?lftt wfcl<?»*(<?) 3ft? 4ft ^ fcf? \34 4? et4R oRlft Wfft I 

(*r) ^fr wh 3ft? uRM* *4>m 4t ft snft 4? ism ift vsnft t w T4ft wm 44^ 4ft 

<RJT ftjjftvRtFT 4ft 3TT4?44)cn' 4Tc^ 44TOf 4ft iwftut^H 4ft 3il4*4«Pdl iftdt ^ I 

(v) MtotcTT ft wfrr fftrq 44 arrofaT \4or 44 fttm fft>4T «nw 3ft? m&m. wto 4> ww 
4F *4? fcH ?t 3ff§l4) (J^ldT *T#f Ft^T I 

(®) ^ftroicfr frt smft srqfafcr $ ?rw-?rw wrttom ?fa?e? ?*n *wpu i 4>4diR<j4 

^ hi4<v(h ftg ?^f4> fftoroftf. 4H4> fftoraftf, srracrftto torff 4ft ft*n? 4>?ft ftg ?4> 4H4> 
qRdioH wf^ir 3 ttot far? 4ft 4nftr tnfl? i ?ei4> toff cwr 4T44> fftoroftf 4t 4*£rtlr 4? 
PlHfclfefcl sfR fcRft Ftft* 

(i) f^^FT ??rra?nm?oft 44 w tvSRrft (fan? f^n ; 

(ii) faR 4Rft 4ft dRfasI; 

(iii) smf^r 4t?r vmft 4ft ?nfter; 3 ft? 

(iv) HHcflcNui srlftcfa ?1 

(4 ) ^cr?t 4> ??n4ftt aft? Hfci4>4<tft 4ft ?4> 3 twh ^ ^fR ft ?srft 44 444 vJ4^4d W4>?f Rrh 
W[ 4T 3ft? fftRft ftt FTcT ft 444 4M3T4T <sldMI<b fftfifeff 44 44t4 4tf fftrqT uTTWi 

6. 3T*rfr Fre?T-4>tftp4 3ft? ?J?4IT:- 

(4>) ?mFm fftzm 

4cft4> 4ft 3ft? fftftre fcTfecT qR^Tfcfcf 3ft? vft?TT ^rq^T 

Ft 7 !!, ft 3rrafag> wi ^ mtWH vsn?ft (d<s.iF^ u i ^ for?, ^te? *r<r?H 
WRTfr cWT ?tfft 7 TTft/?1 7 ftcPft ^ FT?T) I 

(o) i^en, sresfl&Wn 3ft? ^rtr ^>ft ^th?> qRmoR n%^r, ’Trw ?t?^t? ^ fftcpft 
sft? fftRprftt ^ sr^n? ft^TR ^>t vms^n 3 ft? vj^rft fftHfcif^RT 3?ftsn? ?nfftcr Ffftt:— 

(i) vftm ^?ft ?t ^TFct ?ot> gft 3rRmr4d: ^rr wu unrpft; 

(ii) fttft, ^ift 3ft? SgPTFT ^?ft PT^rWen^rt ft 3FprfcT Ftftt; wit 7 ! ^ ftt^i 

Mqi^ ^>?ft cfr 7?T ftFR 0 ! ?87Tftt ?? *1^1 ?^ Wlftft; qrftSFT T T^3it c£ fttuH ^T ddldd 
4 )44,[ft frt ftRft ^rg-fftR)oH4) 7n ^rrtwrt ogffttr ^ HMf'4vid ft Rrtt wpn i 
ft, *rj ^ PiMdH ?n 4^ ^ ?wt wi 4ft ?jfft*TT?, qrftsFt 
F^lft ?t 4Fc^ ft WTO 4RT4t 

(iii) 4)4dlR^4 4ft3jfft-4)4d: w4t4^lldl 4fc 3RT4T ^«ld!4) 4>?ft, fftRfft 4??nft 3ft? x& ^ 
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gag \5& uRnfr ft, 3TT# gft g> W viMilVl gvk ?t4; 

(iv) ^OtWcTT 4 vjfcRT w4! *TC 3TfkWT TTR-'HIHM ^STT WRI I cfcjjxllftjg gft 

3lftc||4d: 3IR 5?n^ <f> TrR-TTRH 4> g4W gtf 4 v1H4>|fl 4t ggg4t, firRT^f 
3#OTOTT, 3lf^T gkn 3fa R^t gg JRfPT ^FfT ?TTftcT t; 

(v) ^jiujft^ctwui gg gym g^4 grd agqfctff g^r gftggjf^k fag gg gfkm g?g4 gft 

fag4 3lk v3jjt YTTf^TeT t; 

(vi) ggfcnfajg g?r amPfa fafacm n^gffat, aim«>u?fN ^nef cmt far-Pigrcg> aftgfagf 
g> gft A aiRgpfe: l^rfaTcr fagr ^rmr grttg; 3fk 

(vii) lifter fafek^t g> »h gfafr fag*fi gg wi g^gr sifagg} £ emT 
ch4triRf< g^r 3fftgi4d: wr tg m^h g£nf g»t dHggfl fatt grflg i 

(n) uifrmvnzstt A wft nreft TjTaT ^TTg^raf:- 

(i) ygVmidi 4 nfag wmt gr gfar g> ngk ggg4; 

(ii) %3R gg 3iP{cii4ci: w nggH g?g ggtg fag gngrr ; 

(iii) to, Pkfad g g>t gg ngk gricfr sift wRHQh-m^ff gr^ wit g> fag (vjgrtRn 

g> fag, gfar sfa 3 tr g4 ftdni; gfrg-%gg Tfaft fa trot ggfe, agfa) faggit, 
^TOlf^Tm sfa fafacT M?T fag 3fafa4 t; 

(iv) ggfa gg ttwt, gnrgg sfrr ffargm fa left? nffar Tjfamg ngns* wt4t ggfaft; 

(v) argggft sfrr t^crot wnfaf g£ ngfatg srsggT Piffag grfa ngfa gYte Pmerg fa 
fakfa 4 g>4*iift|g grr arftgrfa: wRTfr fa gggfa sfa^rrefa^fagrtsfa ^rrfa 
eftmt gg Pmen sgg?gg> t, 

(vi) gt^f^Rm ■^TRPTT^ 3fr? ^TRpfRR el'l^l^'S g>T dgId -1 gj^cl cKcfl \Jll4 gTett gY5TT 
mcRif^rat ^ gr^ 4 4t tot grt gfRgglt 4t wpfr ; 

(vii) TTTRRt 3ik gVC& c^ TigTePT, Tlil^ui 3ik PlMciM fcP? ggj W t#gicR gf^TT 

g>t OT^tt 

7. g>T arWw nan ^riwr 

(g>) ggtweri 4 ggk f^g gg4 gT^ tw ttr-tott, ngwfr 3fr? ^rrfr gterf 4 Tr»fr 
gfrar^ft efr? arargT smfgRt ^ fcig ftfStgi nag gflRng 3 tri 4 grr^fr i nggg Pigf^ci w 
Tt smfgrg gg gpggOT f^gr wptt i arnigm g*t gRgReTT 3Tcrg-3Rg nqgOTt ^ gm^ 4 

?t Ti0jf| | 

(^r) 3mtw g?r girgimT f4gg ngg - ggtWeTT g^tgif^g gg 3Tjgg nsg mIciRh ^i 
gg gggtg gg ^ f^gfen g»t t^ggf^t cgm 4 ^fr gng4t i 

(g) gtegg gggOTt gg gg^gRt ^ feig 3mfgR gigg? gRgTeR wffhgi gg smfgm 3T^q4t 
ggtgggnr gm 4gR %g ggg i gntg> g^g^iidf gm gg^ 3mrgR effg ^ 4gR g>t ^rrgift 
3tk 3mfw mR^iihI gft ^ gm^gfr^g ffan WgrT i wiiVg^iidi gRT f^tt 4t g^k 

gr 3Tgn^k ?fk g? gFggrgrg kk gg ggtg f^n gg Trggn 11 3migm ^ feig g^TT^ g4 
3T5^4t 4t4 nrfcrgg 4 4t g^ t, krrk ttr-oth ^ nggk ^ nnkg kng gg 
nggg t:~ 
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[wm—grag3g)i ; mwm 

cTTrettfT 


sW. 

HTvil-ffl*IPI «T »tm 

apjijjtt 

i 

^3> €T 37T^ 3fT7 

3 inn ^ ’ttfll 


ftcterc tr^Jt wnfr 

3 jfm ^ ittai 

& 

W ^ W ift 

3 3FH ft ftcT? 

4 . 

\ft-^i^ fettttei 

3 *rra 

3 . 

173 ft fte? 

35 . toFT ft tf^ Sfcto? 3 R 

TsT. ^7 37VJ*TW3> faTB^T) 

^T ajiri^ (tt^rr vjtnjriT ut 
TST« r ^SW SOTT ^IT 5=T: 
Wlftf 

6 . 


e ^ 12 mi 


8. ^TPTfNf:^ 

fa) f^t ^ 372^7 smr fpl trr gfofaf ^ 3 lk/w arwfgH, 
mrm mrm i> foft? ^rafirari &iwwt> 1 1 hrtt *ns>r srsrer ^ 
3RRf^7 §M JTTfefcT ^ HTO ?Wh 

fa) JTVVrvifell ^k 4 WTtft cfc ^rm TJcRT Wfe^T *TH3> foN ^ft | 3BxJH "TfaT^ vtf\ 
^ 3* BfR 3RJ57TT #7 TO, 3T(ft uNt HRsfal 3*T WT 3*fa ^T ^ ^ 3J^TT 3?T 
cf?r ^rrxTTfr i 

fa) vsra srcfrwcTT ^ ^ ^ wnfr mr ^t?fi t ^ faB w f^rr umprr #7 

tfqtWcTT cRTT fecm 3* W 3>lB W cJTT f^IT ^m^TT 1 *7B^H 35tB 

3> m bhcJ) ?ft hto«t vjmmr i 

fa) ifaWivi mi gw 3 3>i4'<m°i wrtft ^ ?m H srffafa % i ^ Tfrree? 

3 fanfolRsId toFT fo? tmtf:- 

(i) 3mjfcf^T^cT; 

(ii) Wf ^TPT?fr ^?r 

(iii) mfa 3>t 

(fv> an^fifocif x^M\ cf?r to ^u/v^s^ ^r5tt ; 

(V) *TT5H am ^Tc^Er 3*7Ttfr ^ ^Ffat 3> 

(vi) eft 'tor^r ^ i 

(vii) sr^r ftto i>\ cnffa 3ft cftt fti 

325'>G|/5£~2. 
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(^) ^f%RT 3RRTeft 37 3T 33ft ft Tftt 3i'l43>7*r 3ft3>f 3ft 3TT3 3ft TOftt, cflfft 3F T jftftdd 
fft3T 3TT Tfft fft ftSTTO ft ftkH I^PT BTH 3T fttTFT dft i|3TT 11 4 feRp>ldi 33> ft$Rd7 
ft 3ft 3Tftft | TOTd Tftft 3fr? «hj4ch^u) dTdftf eft v3f^RT *teR3 3W3ft ft TOTeTT TORI 

3ft? 2—8°C ft 4ft ft3T33 3ft TOR3cbdl 3Tcft Wff ft* ft TOT TOFTT I TOT 

fft3»lft?T 3ft 3^ ft TOTft 3ft TOft 3 ft37 ^KPIT! 

9. 7gt*i\ifh <?>cxR:— 

(3?) ^OTft3 3 k^R TO-3dTT3ft ft TO-TOT3 ftg S3ft*lldT SKT arfftdrfcT: 3T33> 3ft3TeR 
ftftdT ft3R 3ft TOfttl 

(73) 3f4 ft TOT33 3W3?Tft 37 qftdfcfa ft 33 t, eft fftftt 3FjfttfftcT TO337TRftt ft 3?4ft 
oftftft^TH «P 3ft ft FT NicMJcjftt ftt cj|<dfftft<sM (arftftftfift) sTRT 3Rft ft feft 

ftft3T 3TO3l4 TOftf I 3?ftd: 3T3 ft frfa 3 $m ffttj TOj I 

(3) wm 3>T4<J>dR cZTfftr £RT ftfapjfft^ft fft>3 33 ftd ft fftrj vjffft I 

(3) TO^kdKft 3ft <33Sl4dl ^ftftdd 3Rft ft feR, sftftSTTTOj TO 37 >Hltec3 ft fft3 TO TO7TR 
3T33> ftd-TOTO 3ftTOT 3>ftft I 

10. 3dlfarfl TmTcft:- 

33Tfefft TOTTeft PlHfclRsId 3t?ft 3ft Tjffttdd eRft 3ft ft3R 3ft TO^ft- 
(j) fft>3 3Tfft 3Tft 3ftTO, 3133 3?|3 3TCTT3R ft Tjftd: 3fftftd/3HTfcT 3ftTOT fftfftftf 33 
3TTO fftm TORT; 

(ii) cbldfPdd <Wlfol<n TOITeft TOTTft TO ft 3? 3TT37335 3TR3RT3 33T3 cfftftT fft 3>l4cbdlft 
ft ftvTOT ft 3TJ3R ^TOWiftt 33 3TTO fftdl 33T t; 

(Hi) TOTToft ft 3RT3dcT13ft 3ft TOftT 33313 33 ^ €t3> 3Rft ft TOTTOT ffteTeft ft; 

(jv) '3Tid1ft3T 3T TO3 ftST 3ftTO 3ft cT3)ftl3ft ftl3>T3<ft 3fR 4ft^3> 3? \R^3d 3>|4cj|^l ft; 
3fk 

(V) 33Tfftft TRTTeft ft ft333 ft feR 33> 3TOft%3T ^JWTT ftrfcT ft3p ftft | 

11. 3nftfftcJ> 3d|[>icf l JFlTeft ft’t ft^r-3ft3TT:- 

(3?) ftt 'HcdPlWI ^Plf^dd 3Rft ft feTq 3Ttdfft^ ft^-3ft2TT 3ft uTTeft 11 ft ftM-3ft5TR 

33^33 3TT3—ft TO3 ^4Pl^IRo 334353 33 wfftdf ft 3FJ3R 333^35 ^TO ft 3? ^TRTTfftcT 
3Rft ft fcT3 3ft vjftpft fft f^3[ 3T|ft 3Tft 3343>3nft ft 33T(erft TRTlftt 33 fftfft3T33> TTTt^dRft 
3ft «ftaTTft 33 3TcR tftdl 3TT3T W ft 11 3Ttdft3> 3dlfoift ftMTOftSTR ftft 3#k 3^3 

33fft3ft 3RT 3ft tmftft, ftfTO oftsfT-3ftSTr fft^T Wlft 3Tft 334-3 kTO ft 3ft^ TO3 3 ft | 

(73) cMlfaft ft7sfT-3ft5TT 3ft 33ft3[TcTT ft JTJST ^TTT ^ 335R d3 3ft TOfft fft 3tft3T 
<pi4<pciR 3ft ft73T—dftSTT 34 ft ^J3cR 33? 3R ft v3TT31 

(3) ft73T~3ftsn3fi sfR TOdRTdT^ 3343Tft ft TOm33 ft ^3 c 3R vRdWldT3> 3>l43lft 3ft 3^533 
ft IcR TTg?3 Rrjftdiv ftm i 







<TR 7 f 3 KT : graraRg 


n 

(Ef) *ft <cT IRT <Wlfel2t 2tfct WT <Wlfei2t Weft, >Pf^f ^ ^ STJUToTT f 

cM ZJT RrldH ^TTcft WTcT ^Pt uTKPft, eft ^ft <WlfeT<ft MM I R*R*TT <?57 

Mt vjtrry^TT aft? vjf^cT «wiivifl<iwui ^ ?trt Mgrft ^5t vsrnpfr t 

(^) Mor€t w M v?rr M MMit i> arftM Mtt frM Mot wtft, Rl*<ta w i ^>r 
w?, cTift^r urn MM>r Mit w, anft ?tMcRT #t i Mt Mot ^c( frt vst 
Mr wfecrmt ^ra«ft wkz Msff tft wfcmf MM pracra? st?t ^r vmrpfr i 

12. HTO yrffcffaR 

M 3T^T jJRT 3RF OTRT 3 ^TcR ?3> «TR wfM Weft 3>T yiPWl^H f^TT RTWI 
y r fefc ft qR ^ 3 ?TFTTRd: fM.MeT 'dMeld M- 

(i) arfdto Mr-MrTafi ^ ftffcg awn WJ£; 

(ii) teeft ^hRcHWh ?t OTTM 

(iii) «TTFn ^TT M^iaff 3>t M2, OTft ^t^ Ft; 

(iv) Pm^rpfr M2; OTfe M Ft; 

(v) H<fl u ldl M^J9U| ^ 

(vi) MwrtM aif 4> ^aMnnait ?t w 

(vii) arraM <wifM Pptot Mf ^ «zft^ ; 

(viii) cwifcH<fl weft 3 ?MRr ?2 ^t armrocTi; 

(ix) OT? <t>*fallftj? ^57 wRm ; ait? 

(x) rtw ^t ^ aRT artsrr? i 

13. *TFra> MfrUeH Wf^TR:- 

(cfj) OTTRJ> qftxlloH JlMl? Mt JRftWcTT 3 M M f^R <i>i4<i>oiihT ^ feT? felled 
yffh^mr Bt?fr t aft? M MfefMr Rfti*edR M 1 1 

(i) fcRft aftw ^ aramr v$43>?^ # arerraR 4 RMeTcr fafaR wnt ^t «rtt 2 f? 

<Ulel{r>*i feR3T RTRTT; 

(ii) tjfteRr Mwenaff <£ otrt otft3> hR^ioH nfib«i Pi^d^Rd<*>i^ ?Wt f ^ ^m>t 
arwfeap ^df^eft^T ^ft; 

(iii) HTO> MRdleH 3 ?Mt, >dMi4Vlchdi^ei <>kil^ t aft? 3TRfM <ui4^)«dN ^ 
M v3rR^Rft ^>T WTFT ?##eT Ml 

(®) Mr R>^ ii <^e Tpft ^ dFd M>iM M ^t? MT ^ arfctMr, ^teR yfM? 
^Tcm PtHfelfed ^ «lR M? ^ft RTRft:- 

(i) ^T 'Hdldd ?2 fyrM^t; 

(ii) Mr q^iH. *T5RR, w ^ftem ^ Mr ^?gaif ^>t m^Ri 4) ^r rjr 

(iii) arfM arM^m, MM, wr ?2 ^PfiRr (R2^r); 

(iv) Mrt arszm^ft g>tM, ch^e^^d M weft ^ ^raW ?tM an^FT 
?RIeR; 
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(v) ctogr-irtteTT qR^ q RmIRji, RrttsRTt crjt atfcm ftq# q> jqff«Vq> q3 crpftqft 
er^T-^ft5TT chlM qq crf^TeFf; 

(vi) OTcRuff eft wf, wTM, 3RITqR 3fa HHcft 4 RU| cjq M MP; 

(vii) ^RqR q> srtto tf^ q?r q?TT A q?r qrft qiefr qqzfarft; 

(viii) fasctauik^cb 3TR)^T q^mf; 

(ix) 3Tc2I^eycT 3^; 

(X) qq TraicH qq q^RR eft ^q: ST^T; 

(xi) MW q ^T ^RSRT; 

(xii) qqj TO qfr <faR qR^T; 

(xiii) qqj ^smief; 

(xiv) qgRvftq 35erR qq q^RR qc[ 

(xv) qfrqpjf^^ch^i q>ar qq RI-RITq (arsrf^ qftqpjfcTftq q>ar, TO q?T qftqpgftftq 
Re?fcr qfr RRcr wtt qq qqqfr qf^reRq)]- 

(xvi) qq»f TfRcpt qq viqqVl qq Wl 
(xvii) q^Rt qq ^RqR qfr M qR^T; 

(xviii) q^ft q> qft$RT qft f^Rrft qRqT; 

(xix) q ft>q qq q^qt qfr qtq> wt, qq^ wq qqr-Rsqq qq Rqen 

(xx) qRTl^qf Rrqqw; 

(xxi) qq^Mr fcrqqqcff qq qqiqiq,- 

(xxii) FTqq q?rftrq ; 

(xxiii) qqrTRRqch affc RRtqi?qq? qqtfqr^t; 

(xxiv) qq4 qftfRTT (qftaRT WcRTT); 

(xxv) SRTfro FRT-q^qqq; 3fR 
(xxvi) qttm FRT-^Rqqqi 


14. ^NsT/ftPl^H 3ri^MFTR:- 

(q>) q^qj qqtq^iTcTT qq qq> RRi^H sfMw fWt i sfiqflr afR q^Tqq-wnfr aifaRmq afR 
3T?frq qqr^ q^r Rmt crtt ^rqqr-qfeq (qRcfm ^tqq-qrflcq) qfr aftaqart $> 
apjqtfq wft 3ii4^+-RRM q> qcfqn w?r rJ qqqrt i 3Rjqq afR ^jr arRrqr4?r: 
^qvq-qT%cn3ff q> ^ ftrqq ^ qfe %q qq^ q#q mfc Ft q^t qRf3tt qt qqtq q>r 
^tqqqq^i qRRi*e ?rtt appr ft haiVivimi 3 qqe^q qRft qnqrri fc i Pfjg i ai firft^nqR 
3 PinfciRsid tan ftft- 

(i> qq^r ft^-Rrfeqft q?r ^t ; 

(ii) f^rM q> 3T^TR <tfe MTftcq qqT3tt (^T-^qT ^#qr) q?T qftaRT f^pqf qq qq> qq?R, 
qfr f^Rqidi ^qqr qqtqqnqT irt mj ^ ^tr q f^rqRT q?r q^ Fti qfraRT 
q^fcRrf sfiqfir RtwT qiteRq qfr srcgq q?r qmpfn ftPrqfm qr qqtWRT ^rt ^tr 
q>t qf qpq qfraRT q^fcmf ^aqqT, ^qr, gqiqqqqq arqqr, wq, ^tto afR sRrqm, 
vinf^ ^ qpr^r ^ qR-wF qRqqq ^ qrqqqf qfr ^rr qRqr j 
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15. 3rf^“ 

(cf>) aifaft anft aftroren ftte awm ftte. srm, 

f^quil 3i«mT anftt wrt ftcrft ft t, ftt arm iterft ^ ^ ^r ftftrn ft mti 

% i arofafcT arra>ft ft ^tffcffefcf fem. fttftw, imzfcft, i«i<M, ft^e? ftfearree. 
?ft3£eT fe*ft?FT ftr? H? afajcK intern OT?tf? ft ariftfoffi&kf fft? ^ tern ft ?rrfft*T 
#i 

(®r) aqRfcfci aftcjjft ft snifter ^jsff ftr mfcr ^t 3riftft?f, Hftg?ftro nifteR 1 ! wr <jft«irc, *'*&>< 
ft» artftft??, arfft^g- ft srt xjgfra^r mR u iih, ftraft ftr qsft ft fen? 

HftfT ftt tt£ fftft ft ^TM-WTR ft i?c* £ ft fe??ft ft viTH^lft “ft ^rfcTcT £ | 

( T r) mRcj[H<i vstt ?t arfspft eft x?^ afftft di$H ft ^tst uip^ii; ^R^feta ari^ft ^ «i^ci!<i ft 
ft ?rft ^rt 3iRrfcTf^?T ftr pmrfti «Kdra ^TefT ftsftro areft fwtst? ft ?rro 

hwh cjft i 'Mrtifcici T^rm weft ft nmft ft, ta an^e ft ?m .faft^T? 
^rfftr ftt hwh ftt vsmpft I ^ ftftfe ftt y?fim ^tt affftcmf £ i 

(r) anWr ftt ?iRjfftsT aft? yrarr w* ?*ft vjfnjft aft? fftftt ft anfir^r ^rfftr ftr an^st tre> 
Hg^r Hft ftft i 

16. arfftft?^ w art? ari^rft^^T:- 

(<?>) uftjmiHI ftt^TOT y»|ck1l Wlftft ftr^IH, W^T, ^jft^T, ^T:mftT, *feT?R, 
aft? Rttch ft fen? arf^rftr: efpj^^ft wt%v ft* wft ??w i 

(?h) ?rwf amfftfeT aii^ft, wrtftcj)?^ htto ft^noR ftftmft ftft^r aft? affenr fftft€ wft 
^rftft i ?rro amR^r arre>ft, ^Rfftuftwft, ftftsf, amf^r aft? ajfrm fftiftf ft 
srnReRr ftgr? 1 ^ ^reft ??m yr:mPcr ft fenj aft^tft^mr? ftv^ ftft i ^ art^rft^rrft ft 
otjcrt cTRmnm g£zu crrit xsttw, f^Rrft mR^h, d!r am^T fm aft?/ai8m ■yr ft vsnft 
ftt ^ ?rft i 

( T T) f^H waft ft TJeT WlftH ft^TRcT fft^T ^ftft ^ft WTftft ftt ?J?8TT ^ ftMta ?? ?leT ft 
ft ^Tlft ^lfft?| 

(r) cpFrft wiftft ftt efft aifttr aTTdrnr ft ^rft ?^t ^n aft? £ft ^ f%?ftf ft ft 

?ft after?ft ftt ?TTWft ??3T vjiikjMi i 

(^) ftejef afftofjeT fftfcf> ft ft«K u I ft HI He! ft, few ftt fftftK *feN u l ?TH?T ft efft ftftt I 
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fa] center 3i?r: 

(*$ fart i wi frfat siftrete wnM T' 

fm 4 W11014/3/2006-^ 

toi fafirai, 'HfKr 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 13th October, 2006 

G.SJR. 634 (E).—The following draft of certain rules further to amend the Drugs 
and Cosmetics Rules, 1945, which the Central Government proposes to make, after 
consultation with the Drugs Technical Advisory Board, in exercise of the powers 
conferred by Section 12 and Section 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940) , is hereby published as required by the said sections of the said Act, for 
the information of all persons likely to be affected thereby, and the notice is hereby 
given that the said draft rules will be taken into consideration after the expiry of a 
period of forty-five days from the date on which the copies of the Official Gazette in 
wfi&l this notification is published, are made available to the public; 

Objections or suggestions, if any, may be addressed to the Secretary, 
Ministry of Health and Family Welfare, Government of India, Nirman Bhavan, 
New Delhi-110011; 


Any objection or suggestion which may be received from any person 
with respect to the said draft rules within the period as specified aDove will be 
taken into consideration by the Central Government. 


DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics 
( Amendment) Rules, 2006 

(2) They shall come into force on the date of their final publication in 
the Official Gazette 
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2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), - 


(i) In rule 74, in clause (o) after the words ‘Schedule M’ the following shall be 
inserted, namely:- 

“and Good Laboratory Practices as laid down in Schedule L-I”; 

(ii) In rule 78, in clause (p) after the words ‘Schedule M\ the following shall be 
inserted, namely: - 

“and Good Laboratory Practices as laid down in Schedule L-I”; 

(iii) In rule 150 H, in clause (a) after the words ‘Rule 150 C*, the following shall be 
inserted, namely: - 

“and Schedule L-I”. 

3. In the said rules, after Schedule y the following Schedule shall be inserted, 

» 

namely:- 

“SCHEDULE L-I 
(See rules 74,78 and 150 E) 

Good Laboratory Practices and Requirements of 
Premises and Equipments 

1. GENERAL REQUIREMENTS.- 

(a) The laboratory or the organization of which it is a part must be an entity that is 
legally authorised to function and can be held legally responsible. 

(b) It is the responsibility of the management to ensure that the laboratory carry out its 
testing, calibration, validation, and all other technical activities in such a way as to 
meet Good Laboratory Practices requirements. 

(c) Laboratory management shall have a qualified individual to be known as Technical 
Manager for carrying out all technical activities and one expert to be known as 
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Quality Manager for the implementation of documented quality system and shall 
report to the top management directly. 

(d) The Quality Manager shall prepare a schedule for technical audit of the laboratory 
for GLP compliance by an expert or experts appointed by the top-management 
other than the in-charge of the laboratory. 

2. PREMISES.- 

(a) (i) the laboratories shall be designed, constructed and maintained so as to prevent 
entry of insects and rodents besides cross contamination; 

(ii) interior surface (Walls, floor, and ceilings) shall be smooth and free from 
cracks, and permit easy cleaning and disinfection; 

(iii) adequate provision is made not only for space and equipment for carrying out 
necessary test but also for utilities like water, power and gas; 

(iv) air ventilation system shall ensure dust free environment. 

(b) The laboratories shall be provided with adequate lighting and ventilation and if 
necessary, air-conditioning to maintain satisfactory temperature and relative 
humidity that will not adversely affect the testing and storage of drugs or the 
accuracy of the functioning of the laboratory equipments or instruments. 

(c) The drainage system facilities shall be such as to facilitate proper maintenance and 
prevent water logging in the laboratory. 

(d) Tabletops shall be constructed with acid, alkali and solvent resistant material and 
shall be smooth and free from crevices as far as possible. 

(e) i the laboratory shall have provision for the collection and disposal of wastes, 

as per the requirements of Environment Pollution Control Board; 

ii separate provision be made for handling / disposal of broken glassware; 

iii all Bio-Medical laboratory waste shall be destroyed as per the provisions of 
the Bio-Medical waste (Management and Handling) Rules 1996. 

(f) Temperature inside the instrumentation or high tech laboratories shall be 
maintained as per the recommendations of original equipment manufacturers. 
Electrical fittings and systems are required to be provided with voltage stabilizers to 
protect the installed equipments. 

(g) The premises of the laboratory shall be in conformity to the conditions laid down in 
the Factories Act 1948 (63 of 1948). 

(h) The area in the quality control department may be divided into chemical, 
instrumental, microbiological, and pharmacological testing divisions. 

(i) Adequate space with proper storage conditions in the laboratory shall be provided 
for keeping reference and working standards and be maintained by the quality 
control department. Standard Operating Procedure (SOP) for the maintenance / 
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evaluation of reference standards shall be prepared by the laboratory. 

(j) The air circulation with 15 - 20 air changes is maintained in the sterile area where 
sterility is carried out such that it ensures clean room of grade C with, class 10,000 
as per Part I-A of schedule 'M\ Proper air-locks and change room shall also be 
provided with UV-tubes before entering the sterile area. The sterility room shall 
have a positive pressure differential of almost 2.0 mm inch of water with all doors 
closed and shall maintain a temperature of 25°C ± 5°C. 

(k) Bio-burden shall be routinely maintained in the controlled and un-controlled area 
(e.g. air locks) atleast once in a week. The bacterial count shall not be more than 3-5 
colonies, the organisms found in bio-burden studies shall be identified, records 
maintained and remedial action, if required, be initiated to make it free from 
organisms. 

(l) ANIMAL HOUSE,- ' 

(a) Animal House shall have the approval of the CPCSEA. 

(b) Designed in such a way that there is an arrangement to quarantine the new 
animals procured or purchased and have a provision for clean corridor and 
dirty corridor. 

(c) A history sheet shall be maintained for every animal. In case of a diseased 
animal proper diagnosis shall be done and proper record of treatment shall 
be maintained. 

(d) Different types of animals shall be housed separately with proper 

identification. -v 

(e) A Standard Operating Procedure shall be prepared for breeding and care of 
animals, maintenance, cleaning or sanitation with suitable schedule for 
cleaning pf animal cages, racks, floor and other equipments. 

(f) Water and food given to animals shall be free from any contaminants and 
water shall meet the Bureau of Indian Standards requirement for potable 
water. Food shall be tested routinely atleast twice a month and record shall 
be maintained. 

(g) The animal house shall have proper air-conditioning (temperature and 
humidity) with proper lighting and be monitored regularly and documented 
periodically. 

(h) Part time services shall be availed from Veterinarian for the medical 

. . examination, treatment and breeding of animals. 

3. PERSONNEL.- 

(a) Staff in the laboratory shall possess necessary qualification proper training and shall 
have adequate experience for the assigned duties. 

(b) Every Laboratory shall have sufficient staff with adequate educational background 
with ability to perform all the tests and analyses and to evaluate compliance to 
compendial requirements or specifications as laid down by the Quality Manager. 

(c) Persons employed in the laboratory shall also possess such technical qualification as 

• - 
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required by the Drugs and Cosmetics Act and the rules made thereunder and shah 
have adequate experience in analytical and control procedures. They must be given 
specific allocation of duties, facilities and training to discharge their responsibilities 
effectively. 

(d) The management shall provide adequate job training to its staff. Job profile of the 
analyst and supervisor shall also be maintained containing at least the following 
information:- 

(i) position title; 

(ii) minimum requirements of qualification and experience or specific training 
for the position; 

(iii) the position to which he represents; 

(iv) responsibilities; and 

(v) specific duties to be performed by him. 

(e) Head of the laboratory must be of high professional standing with extensive 
experience in drug analysis and laboratory management responsible for:- 

(i) ensuring maintenance of documented quality system as per quality manual; 

(ii) control and maintenance of documents as included with the quality system 
and as per the requirements of regulatory authorities. This involves all raw 
data, documentation exhibits, protocols, training charts etc; 

(iii) planning and organizing the audit of the quality system and initiation as well 
as follow up action of the corrective actions, if any; 

■ (iv) investigation of technical complaints; 

(v) taking final responsibilities for recommending any regulatory action in the 
event of non-compliance of tested samples; and 

(vi) for the safe keeping of any narcotics and poisonous substances like 
Potassium Cyanide, Cyanogen Bromide etc. under the supervision of an 
authorized person. 


4. EQUIPMENTS.- 

(a) The laboratory shall be furnished with all types of equipments as may be necessary 
for carrying out the different activities within the laboratory. 

(b) The analytical instruments shall be housed in dust-free environment and whenever 
required, conditions of temperature and humidity shall be maintained and periodic 
checks on temperature and humidity be made and recorded. 

(c) The instruments must be kept clean at all times. The instrument bench and 
surroundings areas shall be clean and tidy. 

(d) Instruments requiring calibration shall be calibrated regular intervals and records 
of such calibration / maintenance be maintained. There shall be written instructions 
in the form of Standard Operating Procedures for the operation and maintenance of 
instruments. 
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(e) EQUIPMENT 

^records shall be maintained for all equipments and shall contain the following:- 

(i) name of equipment / machine / apparatus; 

(ii) manufacturer’s name, model number and type of identification; 

(iii) Serial number; 

(iv) date on which equipment was received in laboratory; 

(v) current location; 

(vi) condition When received (e.g. new, used, re-conditioned); 

(vil) copy of the manufacturer’s operating instructions; 

(viii) frequency of calibration; 

(ix) frequency of maintenance; 

(x) log Book; 

(xi) the staff responsible for monitoring the calibration and maintenance status of 

the equipment; 

(xii) calibrating records; 

(xiii) list of authorised Users / operators; 

(xiv) history of any damage, malfunction, modification or upgradation, repair and 
calibration; 

(xv) list of spares and accessories* if any. 

• 

(f) A progress register for nori-ftmctiGiiai equipments and action for procurement of 
spares and accessories, monitoring thereof, shall be maintained. 

(g) A Standard Operating Procedure for preventive maintenance of machine / 
equipment / apparatus shall be prepared by the laboratory. 

(h) other equipments such as burettes, pipettes, volumetric flasks, weight boxes, 
thermometers etc. shall be thoroughly checked for accuracy of calibration before 
acceptance. 

(i) Maintenance procedure in the form of Standard Operating Procedures must be 
prepared and regular servicing must be performed by the maintenance engineer or 
specialist, 

(j) Equipments, instruments giving suspect results or defective must be labeled as ’Out- 
of-order’ till they are repaired. 

(k) The maintenance of equipments for services like electricity, gas, water, steam, and 
compressed gas shall be handled by a qualified engineer or technician; 

(l) Autoclaves must meet the requirements described for operations, safety and 
validation procedures and the validation carried out by the laboratory shall be 
recorded. 

(im) Fume Cupboards.- 

Work involving the evolution of harmful and obnoxious vapours shall be carried 
out in a fume cupboard. The exhaust system of the fume cupboard shall be checked 
frequently to ensure that it is in order. 

32*5 4 (o 6 —If ■ 
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5. CHEMICALS AND REAGENTS.- 

(a) » The storage and handling of chemicals and reagents shall be done in a manner 

considering the physico-chemical properties of these substances and the hazards 
involved in their use. 

(b) All reagents and solutions in the laboratory shall be properly identified with a label. 

(c) Chemicals and reagents which have an inherent property to deteriorate on exposure 
to light are required to be protected from light and those requiring refrigeration are 
required to be refrigerated. 

(d) Distilled water used in the laboratory shall be analysed and shall not normally be 
more than four days old at the time of use. 

(e) A standardization register shall be maintained by the laboratory along with its raw 
data. A Standard Operating Procedure for preparation and standardization on stock 
solutions, standard solutions, volumetric solutions must be prepared for the 
guidance of staff. Containers of stock solutions and of standard solutions shall bear 
the following details: 

(i) name of analytical chemist who prepared the solution; 

(ii) date of preparation; 

(iii) date of expiry; and 

(iv) standardization records. 

(f) The transfer of hazardous chemicals and reagents from one container to another 
container shall be carried out with suitable equipment and no make-shift or 
hazardous methods must be resorted to. 


6. GOOD HOUSE-KEEPING AND SAFETY.- 

(a) General Rules 

General and specific written down instructions shall be circulated to each staff 
member and the instructions be revised periodically as appropriate (e.g., poster 
displays, audio-visual material and by seminars / conferences). 

(b) The Standard Operating Procedure for safety, house-keeping and loss prevention 
shall be prepared in accordance with the various rules and regulations of the 
Government of India and include the following requirements:- 

(i) safety data sheets must be made available to staff before testing is carried 
out; 

(ii) drinking, eating and smoking shall not be permitted in the laboratories; food 
for human consumption shall not be kept in working or storage areas; food 
meant for test animals shall be handled by the workers under the guidance of 
a veterinary doctor or qualified person. In the animal house, the facilities for 
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collection and disposal of animal .waste or safe sanitary storage of waste 
before removal from testing be provided; 

(iii) staff must wear laboratory coats or other protective clothing including 
gloves and face masks and eye protection wherever required; 

(iv) the laboratories shall have adequate fire fighting equipments located at the 
right places. Staff must be familiar and trained with the use of fire fighting 
equipment including fire extinguishers, fire blankets and gas masks; 

(v) operators carrying out sterility tests shall wear sterilized garments including 
headgear, face masks and shoes; 

(vi) the staff must be educated in the first aid techniques, emergency care and 
use of antidotes; and 

(vii) safety rules in handling cylinders of compressed gases must be observed and 
staff must be familiar with relevant colour identification codes; 

(c) PROTECTIVE PRECAUTIONS TO BE TAKEN IN LABORATORIES.- 

(i) water showers shall be installed at appropriate places in the laboratory; 

(ii) rubber suction bulbs must be used on manual pipettes / siphons; 

(iii) warnings, precautions, and written instructions must be given for work with 
violent, uncontrollable or dangerous reactions (e.g. mixing water and acids; 
biological such as infectious agents etc.); 

(iv) appropriate facilities for the collection, storage, and disposal of wastes shall 
be made available. 

(v) staff must be aware of methods for safe disposal of corrosive or dangerous 
products by neutralization or deactivation and of the need for complete 
disposal of mercury and its salts. 

(vi) staff must also be aware about the safety precautions to be adopted while 
handling Potassium Cyanide and Cyanogen bromide. 

(vii) a Standard Operating Procedure for handling, collection, disposal of 
chemical and biological wastes be prepared. 

7. MAINTENANCE, CALIBRATION, AND VALIDATION OF EQUIPMENTS.- 

(a) All equipments, instruments and other devices used in the laboratory shall use 
appropriate methods and procedures for all tests and or calibrations. They shall be 
regularly calibrated and validated The frequency of calibration may differ from 
instrument to instrument. 

(b) The original equipment , manufacturer’s recommendations along with.the experience 
of the laboratory staff and the use of equipment per day may also be considered 
while fixing the frequency of calibration. 

(c) For most of the equipments and instruments. Standard Operating Procedures for 
calibration and calibration schedule be prepared by the laboratory. A calibration 
logbook shall also be prepared by each laboratory and calibration results be 
documented properly. The laboratory can follow any National or Internationally 
recognized method. The suggested schedule for calibration is given in the Table 
below, which can be modified depending upon the usage of the equipment:- 



22 


THE GAZETTE OF INDIA: EXTRAORDINARY 


IT* art II—Sec. 3(i)l 


Table 


Sr. No. 

Name of the Equipment 

Schedule 

1 . 

FTIR 

Within 3 months 

2. 

Dissolution Test Apparatus 

Within 3 months 

3. 

HPLC 

Within .3 months 

4. 

UV - Spectrophotometer 

3 months 

5. 

pH meter 

a. Each time before use 

b. Titrator shall be calibrated every 
month or when cells are removed 
or re-instajled. 

6 . 

GLC 

6 to 12 months 


8. REFERENCE MATER1ALS.- 

(a) Reference materials are necessary for the testing and / or calibration, validation or 
verification of a sample.or of equipment, instruments or other devices. All the 
reference materials shall be traceable to agency authorized by Government of India 
or any other International body. 

(b) The laboratory shall prepare working standard by comparing with the reference 
standards. These shall be routinely checked for their purity by selecting parameters 
such as identity, loss on drying / water, impurity and assay, etc. 

(c) Whenever, any new reference material is received by the laboratory, a code number 
shall be assigned and this code number shall be quoted on the laboratory note book 
and analytical work sheet. The working standard shall also be provided with 
identification code. 

(d) A register pertaining to reference and working materials must be maintained by the 
laboratory. The following details may be mentioned in the register:- 

(i) source of supply; 

(ii) code number of the reference material; 

(iii) date of receipt; 

(iv) batch number / identification number of the supplying agency; 

(v) details like assay value, water content or any other information provided; 

(vi) storage condition of the material; and 

(vii) date of expiry, if any. 

(e) All working standards shall be checked at appropriate intervals or before use to 
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ensure that it has not deteriorated or decomposed during storage. These 
observations be recorded in a register. All the reference and working standards shall 
be stored at appropriate storage condition; those requiring storage between 2-8°C 
shall be stored in a refrigerator. Wherever recommended the material may not be 
allowed to be frozen. 


9. MICROBIOLOGICAL CULTURES.- 

(a) Standard Operating Procedure for maintenance of microbial culture and sub culture 
must be prepared by the laboratories. 

(b) If the cultures have become non-viable or mutant, proper procedure shall be 
followed to destroy these cultures by autoclaving under an approved chemist for 
biological testing. Preferably not more than five passages may be prepared. 

(c) All activities be carried out in a sterile area by authorized person. 

(d) The laboratories shall perform standard biochemical tests on the sub-culture as 
given in literature to ensure their viability. 

10. QUALITY SYSTEM.- 

The quality system shall be designed to ensure the following objectives 

(i) the testing performed, measurements and calibrations shall fully conform to 
the compendial / validated test method; 

(ii) the implemented quality system shall be effective in providing necessaiy 
assurance that the activities comply with planned arrangements; 

(iii) the system helps in early detection and correction of non-conformities; 

(iv) the technical complaints and feedback by ’Internal or External Audits' are 
acted upon appropriately; and 

(v) the quality system shall have a documented quality policy for the 
, organisation. 

11. INTERNAL QUALITY SYSTEM AUDITS.- 

(a) Internal audits are done to assure the integrity of the analysis. These audits will be 
conducted periodically with a predetermined schedule and procedure with 
appropriate checklist to verify that the operations continue to comply with the 
requirements of quality system and requirements of regulatory authorities. Internal 
quality audits shall be carried out by trained and qualified personnel who are 
independent of the activity to be audited 

(b) The periodicity of quality audit shall be fixed by the Head of the laboratory so that 
each activity is audited atleast once in a year. 

(c) Head of laboratory will be responsible for initiation of the corrective action arising 
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from audits and verification of corrective action. 

(d) Whenever any non-compliance or any diversion is noticed by the team in 
implementing quality policy or quality system, protocols, the same will be attended 
by the Quality Manager. The problem will be analyzed and necessary actions will 
be taken with proper documentation. 

(e) The Quality Manager shall maintain all the records of the analysis being conducted 
which includes test system, the type of analysis, date on which analysis is done etc. 
Quality Manager shall also maintain copies of all protocols pertaining to different 
activities being checked by the audit team. 

12. MANAGEMENT REVIEW.- 

Quality System reviews shall be conducted by the top management atleast once in 
every twelve months. The agenda of review shall generally cover the following:- 

(i) report or input of internal audits; 

(ii) matter arising from previous reviews; 

(iii) report of external audits, if any; 

(iv) surveillance report, if any; 

(v) result of proficiency testing; 

(vi) complaints / feedback received from users of laboratory services; 

(vii) details of in-house quality control checks; 

(viii) need of amendment of the quality system and documentation; 

(ix) training of new staff; and 

(x) any other requirements of the laboratory. 

13. STANDARD OPERATING PROCEDURES.- 

(a) Standard Operating Procedures are written procedures for different activities being 
conducted in a laboratory and shall include the following characteristics:- 

(i) they shall be written in a chronological order listing different steps leading 
to an analysis of drugs or calibration of an instrument; 

(ii) testing laboratories shall have SOP manuals and have its periodic review; 

(iii) the SOP shall be user friendly documents and shall include designation of 
the person responsible for intended activity. 

(b) Standard Operating Procedures in addition to those recommended under various 
activities shall also be prepared to the minimum in respect of the following:- 

(i) sample handling and accountability; 

(ii) receipt identification, storage, mixing and method sampling of the test and 
control articles; 

(iii) record keeping, reporting, storage and retrieval of data; 

(iv) coding of different studies, handling of data including use of computerized 
data system; 
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(v) Operation of technical audit personnel in performing and reporting audits, 
inspections and final report reviews; 

(vi) routine inspection of cleaning, maintenance, testing, calibration and 
standardization of instruments; 

(vii) action to be takeh in respect of equipment failure; 

(viii) analytical data methods; 

(ix) the raw data; 

(x) data handling and storage retrieval; 

(xi) health and safety protection; 

(xii) animal room preparations; 

(xiii) animal care; 

(xiv) storage and maintenance of microbial cultures; 

(xv) maintenance of sterility room (i.e. constant maintenance and monitoring of 
sterile condition of sterility room), 

(xvi) use and storage of reference standards 
(xvii) procurement of stores and equipment; 

(xviii) monitoring of testing of samples; 

(xix) method of retention of unexpended samples, their location, maintenance and 
disposal; 

(xx) document control; 

(xxi) redressal of technical complaints; 

(xxii) house-keeping; 

(xxiii) corrective and preventive action; 

(xxiv) working procedure (test methods); 

(xxv) calibration Manual; and 
(xxvi) training Manual. 


14. PROTOCOLS / SPECIFICATIONS ARCHIVE. - 

(a) Every laboratory shall have a specification archive. Current versions of all 
necessary specifications shall be kept as per the requirements of Drugs and 
Cosmetics Act and the rules made thereunder and the National Pharmacopoeia 
(Indian Pharmacopoeia). All updates and corrections must be noted in the Master 
Volumes of Pharmacopoeias to prevent the use of obsolete sections. Supplement 
and addendum shall also be made available in the laboratory. The specification 
archive shall contain the following:- 

(i) the list of all the pharmacopoeias; 

(ii) a file on Patent and Proprietary Medicines (non-pharmacopoeial) test 
methods to specifications prepared and validated by the manufacturer or 
by the laboratory itself. The test methods shall be submitted to the Drug 
Control Authority. The Validated test methods developed by the 
manufacturer or the laboratory shall stand to the requirements of 
compendial parameters in regard to its precision, accuracy, 
reproducibility, specificity, linearity, and ruggedness etc. 
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15. RAWDATA- 

(a) Raw data refers to the laboratory work sheet, note books or analysis sheet, records, 
memorandum, notes or extract copies thereof that may be the result of general 
observations and other activities. The raw data also includes hand written notes, 
photographs, software, drawings, computer printouts, spectral charts, dictated 
observations or recorded data from automated equipments. 

(b) The raw data includes record onireceipt of animals, result of environmental 
monitoring, calibration records of equipments, integrator output from analytical 
equipment, including work-sheet used to read a note, information from LED display 
of any equipment. 

(c) A single line shall strike through the data being changed; the correct information 
shall be recorded along with the data of change and the reason of change. The 
analyst making the change shall be identified by his signature. In Case of automated 
data collection system, the person responsible shall be identified at the time of data 
output. The original entry must be saved. 

(d) Data integrity and security shall be maintained and the data shall not be accessible 
to any un-authorized oerson. 

16. RECORDS STORAGE AND ARCH1VAL.- 

(a) The laboratory must establish and maintain procedures for the identification 
collection, indexing, retrieval, storage, maintenance, and disposal of all quality 
documents. 

(b) All the raw data, documentation, SOPs, protocols, and final reports are to be 
retained. There shall be archives for orderly storage and expeditious retrieval of all 
raw data, documentation, protocols, interim and final report. The archive shall 
provide a suitable environment that will prevent modification, damage, or 
deterioration and / or loss. 

(c) The condition under which the original documents are stored must ensure their 
security and confidentiality. 

(d) Paper documents shall not be kept for long periods under high humidity and raw 
data in the form of tape and discs are to be preserved with care. 

(e) In case of storage of only optical disc, the life of disc shall be longer than the 
storage time. 

(f) Raw data on thermal paper might fade away with time, therefore, a photocopy of 
the thermal paper shall also be retained in the archive. 

(g) Time for which records are retained shall be prescribed in the documents.” 

[F. No. X- 11014 / 3 / 2006 -DFQCj 

RITA TEAOTIA, Jt. Secy. 


Printed by the Manager, Govt, of India Press, Ring Road, Mayapuri, New Delhi-110064 
and Published by the Controller of Publications, Delhi-110054. 



